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DETAILED ACTION 

This Office Action is a response to Applicant's Amendment and Remarks filed 
November 29, 2007. 

Claims 1-21 are pending in the instant application. 
Claims 1-6 and 8 have been amended. 

Claims 20 and 21 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the 
reply filed on August 8, 2006. 

Applicant is reminded that the Examiner has required restriction between product 
and process claims. Where applicant elects claims directed to the product, and a 
product claim is subsequently found allowable, withdrawn process claims that depend 
from or otherwise include all the limitations of the allowable product claim will be 
rejoined in accordance with the provisions of MPEP § 821.04. Process claims that 
depend from or otherwise include all the limitations of the patentable product will 
be entered as a matter of right if the amendment is presented prior to final rejection or 
allowance, whichever is earlier. Amendments submitted after final rejection are 
governed by 37 CFR 1.116; amendments submitted after allowance are governed by 37 
CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
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be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103, and 112. Until an elected product claim is 
found allowable, an otherwise proper restriction requirement between product claims 
and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowed product claim will not be rejoined. See 
"Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwerand 35 U.S.C. § 103(b)," 1184 O.G. 86 (March 26, 1996). Additionally, in order 
to retain the right to rejoinder in accordance with the above policy, Applicant is advised 
that the process claims should be amended during prosecution either to maintain 
dependency on the product claims or to otherwise include the limitations of the product 
claims. Failure to do so may result in a loss of the right to rejoinder. Further, note 
that the prohibition against double patenting rejections of 35 U.S.C. 121 does not apply 
where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01 . 

Accordingly, claims 1-19 have been examined on the merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §112 

In the previous Office Action mailed October 4, 2007, claims 1-19 were rejected 
under 35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement. This rejection is withdrawn in view of Applicant's Arguments filed 
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November 29, 2007. Specifically, the Examiner agrees that, in view of the teachings of 
GenBank Accession No. AF131884 (Aihara) and Parks, the instant application has 
inherent and implicit support for the limitation, "provided that said polynucleotide does 
not comprise nucleotides 2053 to 2074 of SEQ ID NO:2" as recited in the instant claims. 

Claim Rejections - 35 USC § 102 

In the previous Office Action mailed October 4, 2007, claims 1-6, 15, and 17-19 
were rejected under 35 U.S.C. 102(b) as being anticipated by WO 99/65924 ('924). 
This rejection is maintained for the reasons of record set forth in the previous Office 
Action mailed October 4, 2007. It is noted that the Examiner inadvertently omitted 
claims 7 and 9-14 from this rejection. Therefore, claims 1-7, 9-15, and 17-19 are 
rejected under 35 U.S.C. 102(b) as being anticipated by WO 99/65924 ('924). Claims 7 
and 9-14 are dependent on claim 1 and include all the limitations of claim 1 with the 
further limitations of an expression cassette comprising a sequence encoding a protein 
or an RNA of therapeutic interest operably linked to the polynucleotide according to 
claim 1; wherein the protein or RNA of therapeutic interest induces angiogenesis; 
wherein the protein or RNA of therapeutic interest is a cytokine; wherein the protein is 
an immunosuppressive protein; wherein the immunosuppressive protein is IL-2; wherein 
the protein reduces hypoxia; and wherein the protein that reduces hypoxia is catalase. 

The '924 application discloses and claims an isolated population of 
polynucleotides comprising or corresponding to polynucleotides corresponding to at 
least one polynucleotide shown in Table 1 and their respective complements (see Table 
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1 of '924 and claim 1). It is noted that at least one of the polynucleotides of the '924 
application are fully complementary to nucleotides 752-761 of SEQ ID NO:7 of the 
instant invention and thus will hybridize with a sequence of SEQ ID NOs: 3-7 of the 
instant invention. Further, another of the polynucleotides of the '924 WO document is 
fully complementary to nucleotides 294-303 of SEQ ID NO:7 of the instant invention and 
thus will hybridize with a sequence of SEQ ID NOs: 3-7 of the instant invention. 
Further, another of the polynucleotides of the '924 WO document is fully 
complementary to nucleotides 734-743 of SEQ ID NO:7 of the instant invention and 
thus will hybridize with a sequence of SEQ ID NOs: 3-7 of the instant invention. Since 
the polynucleotides of the '924 application are fully complementary to SEQ ID NO:7 of 
the instant invention, given this high degree of similarity, the polynucleotides disclosed 
by the '924 application meet the structural limitations of the claimed invention and would 
be expected to hybridize after three washes at 65°C in the presence of 0.2x SSC and 
0.1% SDS with a sequence of SEQ ID NOs: 3-7. It is further noted that the 
polynucleotide sequences of the '924 application comprise exogenous nucleotide 
sequences, including sequences encoding a protein or an RNA of therapeutic interest 
(see page 7, lines 20 and 21 and page 22 lines 28-30, for example). It is further noted 
that the polynucleotides of the '924 application elicit an immune response (see page 5, 
lines 2-5, for example). It is finally noted that the polynucleotide sequences of the '924 
application comprise a cytokine, IL-12, or catalase (see page 15, lines 17-29 and page 
88, for example). 
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Response to Arguments 

In response to this rejection, Applicants firstly argue that the sequences of the 
'924 application do not anticipate the claimed sequences since the sequences are only 
identical over a ten base pair region. Applicants contend that accordingly, the full-length 
sequences of the '924 application do not anticipate the claimed invention because they 
do not disclose all of the elements of the claims, particularly the claimed function. 
Specifically, Applicants argue that nothing in the '924 patent suggests that the ten base 
pair sequences of the '924 application can support the recited function, namely the 
ability to specifically induce expression in cardiac cells in vivo of a gene which is 
operably linked the polynucleotide. It is for these reasons that Applicants contend that 
the '924 application does not expressly or inherently disclose all the elements of the 
claims. 

Applicant's arguments and contentions have been fully considered, but are not 
found persuasive because the polynucleotides of the '924 application meet all the 
structural limitations of the claims, namely the ability to hybridize to a sequence of SEQ 
ID NOs: 3-7 after three washes at 65°C in the presence of 0.2x SSC and 0.1 % SDS. It 
is noted that the '924 application does not disclose that the polynucleotides of their 
invention have the ability to specifically induce expression in cardiac cells in vivo of a 
gene which is operably linked the polynucleotide. However, the burden of establishing 
whether the prior art polynucleotides have the further function of specifically inducing 
expression in cardiac cells in vivo of a gene which is operably linked the polynucleotide, 
under generally any assay conditions falls to Applicant. See MPEP 2112.01, "Where 
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the claimed and prior art products are identical or substantially identical in structure or 
composition, or are produced by identical or substantially identical processes, a prima 
facie case of either anticipation or obviousness has been established. In re Best, 562 
F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound 
basis for believing that the products of the applicant and the prior art are the same, the 
applicant has the burden of showing that they are not." In re Spada, 91 1 F.2d 705, 709, 
15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be 
rebutted by evidence showing that the prior art products do not necessarily possess the 
characteristics of the claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433." 
See also MPEP 2112: "[T]he PTO can require an Applicant to prove that the prior art 
products do not necessarily or inherently possess the characteristics of his [her] claimed 
product." The MPEP at 2112 citing In re Fitzgerald 205 USPQ 594. 596, (CCPA 1980), 
quoting In re Best 195 USPQ 430 as per above. Therefore, it falls to Applicant to 
determine and provide evidence that the polynucleotides of the '924 application would 
or would not have the additional functional limitation of specifically inducing expression 
in cardiac cells in vivo of a gene which is operably linked the polynucleotide as instantly 
claimed. 

Applicants secondly argue that the sequences of the '924 application fail to 
anticipate the claims because they would not hybridize under high stringency 
conditions. Applicants contend that claim 1 has been amended to recite specific high 
stringency conditions, where such conditions would not allow a duplex often base pairs 
to hybridize to because the melting temperature of such a duplex is substantially below 
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65°. It is for these reasons that Applicants contend that the sequences of the '924 
application will not hybridize under the recited high stringency conditions and thus do 
not anticipate the claims. 

Applicants argument and contention have been fully considered, but are not 
found persuasive because it is unclear how Applicants are coming up with the assertion 
that the melting temperature of the prior art duplex is substantially below 65°. 
Applicants have made this assertion without any calculation or scientific basis to justify 
their position. Applicant is reminded that arguments of counsel alone cannot take the 
place of evidence in the record. See MPEP §2106. Applicant has not provided any 
evidence that the melting temperature of such a duplex is substantially below 65°. 
Because claim 1 is drawn to an isolated polynucleotide comprising SEQ ID NO:3 or a 
fragment of SEQ ID NO:3, wherein said fragments comprises either of SEQ ID NOs: 3-7 
or a sequence that hybridizes after three washes at 65°C in the presence of 0.2x SSC 
and 0.1% SDS to SEQ ID NOs. 3-7, and the prior art meets all the structural limitations 
of the claims, namely an isolated polynucleotide comprising a sequence that hybridizes 
after three washes at 65°C in the presence of 0.2x SSC and 0.1% SDS to SEQ ID NOs: 
3-7, it is the Examiner's position that the aforementioned sequences of the '924 
application anticipates the claims. 

Regarding Applicants specific argument that the ten base pair sequence will not 
hybridize under the recited high stringency conditions, this argument has not been 
found persuasive because given the high degree of complementary between the 
sequences of the '924 application and isolated polynucleotides of Applicant's invention, 
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it is the Examiner's position that the aforementioned sequences of the '924 application 
will hybridize to a sequence of SEQ ID NOs: 3-7, after three washes at 65°C in the 
presence of 0.2x SSC and 0.1% SDS given traditional Watson Crick base pairing. 
Therefore, the '924 application anticipates claims 1-7, 9-15, and 17-19. 

Conclusion 

Since the Examiner did not include claims 7 and 9-14 in the previous 35 U.S.C. 
102(b) rejection mailed October 4, 2007, the instant Office Action is a non-final Office 
Action. 

Claims 8 and 16 are objected to as being dependent upon a rejected base 
claims, but would be allowable if rewritten to remove nonelected subject matter and 
rewritten in independent form to include all of the limitations of the base claim and any 
intervening claims. Claims 8 and 16 are considered to be free of the prior art since the 
prior art does not teach or fairly suggest an isolated polynucleotide comprising SEQ ID 
NO:3 or a fragment of SEQ ID NO:3, wherein said fragments comprises either of SEQ 
ID NOs: 3-7 or a sequence that hybridizes after three washes at 65°C in the presence of 
0.2x SSC and 0.1% SDS, wherein said polynucleotide in the absence of inverted 
terminal repeat sequences from adeno-associated virus specifically induces expression 
in cardiac cells in vivo of a gene which is operably linked to said polynucleotide, wherein 
the polynucleotide further comprises an expression cassette of SEQ ID NO:9 operably 
linked to the polynucleotide and the expression cassette further comprises an origin of 
replication which is active in cardiac cells. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Terra C. Gibbs whose telephone number is 571-272- 
0758. The examiner can normally be reached on 9 am - 5 pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN 
USA OR CANADA) or 571-272-1000. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact 
the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 
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For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 
9199. 

teg 

February 15, 2008 
/Terra Cotta Gibbs/ 
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